
ation of Regulatory Review Period for Purposes of Patent 

extensions PAYLE 

AGENCY : Food an Drug Administration, HHS, 

ACTION: Notice, 

Y: The Food and Drug Adm~n~strat~~~ ~~~A~ has determined 

the regulatory review period for ~AY~~~ and is ~~lis~~~g this 

notice of that etermination as required by law. FDA has made the 

Commissiorzer of Patents and Trademar s, ~epa~tm@~t of Commerce, 

for the extension of a patent which claims that animaf drug 

product- 

~~R~SS~S : Submit written comments and petitions ta the lockets 

Fisfrzers Lane, rm, 1061, RockvilXe, MD 2 Submit electronic 

Office of Reguhtory Policy (~~~-~~7~, 

Food and ~ru Administration, 

56QQ Fishers Lane, 

Rockvif,Ie, MD 20857, 

301-594-5645. 

cd028 
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The Drug Price ~~rnp~tit~Q~ and Patent 

Term Restoration Act of 1984 (Public Law 98-417) and tX?e Generic 

Anina rug and Patent Term Restoration Act (Public Law 100-67 

generally provide that a patent may be extended for period af 

xi to 5 $ears so long as the patented item (human drug product, 

animal drug product, me icaf device, food additive, or color 

add~tive~ was subject to regulatory review 

was marketed, Under these acts, a roduct 

period forms the basis for determining the 

applicant may receive. 

by FDA before the item 

93 regulatory review 

amount of extension an 

A regulatory review period consists of two eriods of time: 

A testin phase an an approval phase. For animal drug roducts, 

the testing phase begins when the exemption to permit the 

clinicaf investigations of the rug becomes effective and runs 

until the approval phase begins, The approval phase starts wjt2-t. 

the initial subm~ss~~~ of an application to market the animal 

dmg product and continues until FDA grants permission to market 

the dxu roduct, Although only a portion of a regulatory review 

period ma count toward the actual amount of extension that the 

C~rnrniss~~~~~ of Patents and Trademarks may award -(for example, 

half the testing phase must be subtracted as we11 as any time 

that may ave occurred before t e patent was issued) I Ff3A"s 

of a regulatory review period far an 

animal, dxu roduct will. include all of the testing phase and 

a ase as specified in 35 .s.c* 156(g) (4) (a) l 
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A recently approved fur marketing the anlimaf drug product 

PAYL ~ractopam~~e hydro~hlor~de~ - PAYLEAN is indicated for 

increased rate of weight gain, impruved feed efficiency, and 

increased carcass leanness in finishing swine fed a complete 

ration containing at least 16 percent crude rotein from 150 

pounds (Ib) (68 kilograms (k )) to 240 lb (109 ) body weight. 

Subsequent to this approval, the Patent and Trademark Office 

receive a patent term restoration application for ~AY~~~ (U.S. 

4,696,951) from El,i Lilly 6t Co., and the Patent and 

Trademark Office requested FDA's assistance in determining this 

atent% eI.igibility for patent term restoratio'n. In a fetter 

dated October 2, 20011, FDA advised the Patent and Trademark 

office that this animal drug product had undergone a regulatory 

review period and that the ap resented the 

first permitted commercial. marketing or use of the product, 

the Patent and Trademark Office requested 

that FDA determine the product% regulatory review period. 

FDA has determined that the applicable regulatory review 

period for PAYLE is 5,707 days. Qf this time, 1,211 days 

occurred uring the testing phase of the regulatory review 

period, while 4,496 days occurred during the a hase. 

These ds of time were derived from the following dates: 

1. The date an exemption under section 512(j) of the 

Federal Food, Drug, and Cosmetic Act (21. W,S,C. 360b(j)) became 

effective: May 9, 1984, FDA has verified the app2icant's claim 
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e date the investigational new animal drug application 

ecame effective was on May 9, 2984. 

respect to the animal. drug product under section 512(b) of the 

Federal Food, Drug, and Cosmetic Act: September 1, 1987. FDA 

has verified the applicant% claim that the new animal drug 

A) for PAYL (~~A 140-863) was ~n~t~a~~y 

on September I, 1987. 

3. * * December 22, 

1999 * FDA has verified the applicant's claim that DADA 140- 

was approved on December 22, 1999. 

ination of the regulatory review period 

establishes the maximum potential length of a patent extension. 

However, the AL Patent and Trademark office applies several 

statutory temptations in its calculations of the actual period 

atent extension, In its application for 

is applicant seeks 1,095 days of patent ter extension. 

Anyone with knowledge that any of the dates as published are 

incorrect may submit to the Dockets Management Branch (address 

above) written or electronic comments and ask for 

[insert date 60 days after date of ~ub~~~at~on 

in the F~~~~~ R~~~STER~. Furthermore, any interested person may 

petition FDA for a determination regarding whether the applicant 

for extension acted with due diligence during the regulatory 

review period by [insert date 180 days after date of ~ubl~cat~un 
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in the FEWEST REGISTER]. To meet its burden, the petition must 

contain sufficien facts to merit an FDA irrvestigation- 

t, 857, part I, 98th Gong., 2d sess,, pp- 41-42, 1984.) 

Petitions should be in the format specified in 21 GFR 3iQ.30, 

Comments and petitions shoufd be submitted to the ockets 

management Branch (address above). ree capies of any 

~~f~rrnat~~~ are to be submitted, except that individuals may 

submit one copy. Comments are to be identified with the 



docket number found in brackets in the heading of t is document. 

Comments and petitions may be seen in the Dockets Management 

Branch between 9 a.m. and 4 p.m,, Monday throug Friday. 

Dated: 

Assaeiate Director for PoLicy 
Center for Drug EvXhation and Researc 


